This Article examines the balance between advancing one's arguments that a patent is invalid for lack of enablement and also arguing that a patent is invalid under 35 U.S.C. § 103 as being obvious over the prior art. This is significant with regards to arguments made by an expert in his or her expert report or at trial. A clear litigation strategy is thus recommended prior to reaching the expert report stage in a patent litigation.
INTRODUCTION
In order for a patent to be valid, one of the requirements of U.S. patent law is that it must meet the enablement requirement. As provided by 35 U.S.C. § 112, first paragraph, " [t] he specification shall contain a written description of the invention, and of the manner and process of making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or with which it is most nearly connected, to make and use the same." 1 In the context of patent litigation, recent Federal Circuit opinions have found certain patents to be invalid for lack of enablement.
2 These opinions have suggested that lack of enablement is becoming a powerful tool used by Defendants to invalidate patents. 3 However, 1 35 U.S. C. § 112 (1975) . 2 See AK Steel Corp. v. Sollac, 344 F.3d 1234 (Fed. Cir. 2003 (holding that while the specification only teaches Type 2 aluminum, the claim scope covers Type 1 aluminum and thus the claims are not enabled); see Sitrick v. Dreamworks, L.L.C., 516 F.3d 993 (Fed. Cir. 2008 ) (holding that claims that encompass both video games and movies were invalid for lack of enablement as specification did not disclose a reference to movies); see LiebelFlarsheim Co. v. Medrad, Inc., 481 F.3d 1371 (Fed. Cir. 2007 ) (holding that the patent claims were invalid because the disclosure must teach the full range of embodiments in order for the claims to be enabled, and here the disclosure did not teach the pressure jacket, which was an embodiment of the invention). See Auto. Techs. Int'l, Inc. v. BMW of N. Am., Inc., 501 F.3d 1274 (Fed. Cir. 2007 ) (providing that claims that include mechanical side impact sensors and electronic side impact sensors were invalid as only mechanical side impact sensors were taught by specification); see Plant Genetic Sys. v.DeKalb Genetics Corp., 315 F.3d 1335 (Fed. Cir. 2003 ) (holding that claims for "a plant cell" where specification only taught dicot plants and not monocot plants were invalid as undue experimentation was required for monocot plants); and see In re Vaeck, 947 F.2d 488 (holding that broad claims directed to cyanobacteria were invalid as only one species of cyanobacteria is employed in the working examples of specification. 3 See AK Steel Corp., 344 F.3d 1234 (holding that claims are invalid for lack of enablement and refusing to address inquiries related to anticipation based upon prior art). See also Audrey A. Millemann, Lack of Enablement -A there is a disconnect between advancing one's arguments that a patent is invalid for lack of enablement under 35 U.S.C. § 112 and also arguing that a patent is invalid under 35 U.S.C. § 103 as being obvious over the prior art, in that arguing that a patent is invalid for lack of enablement typically cuts against arguments that a patent is obvious over the prior art, and vice-versa.
This article examines the delicate framework between promoting one's arguments that a patent is invalid, while maintaining the ability to preserve one's obviousness arguments in the alternative. This conundrum is especially significant during pre-trial case development, particularly when drafting expert reports and invalidity contentions. Both expert reports and invalidity contentions are typically drafted to be expansive and to preserve all possible arguments to be made by a party. Similarly, during pre-trial expert depositions, experts often are forced to take certain positions about prior art and knowledge in the art, which may cut against future arguments made at trial. 4 In this context, it is often contradictory and problematic for an expert to take a position that a patent specification does not enable the patent claims in light of the elements that are known in the art, while also simultaneously arguing that the same known elements may be used to invalidate the patent under § 103 as being obvious. advancing an argument that a patent is invalid for lack of enablement, while also arguing that a patent is invalid as being obvious over the prior art. Part III reviews problems faced by defendants and their experts when forced to argue simultaneously that a patent is both invalid for lack of enablement and obvious over the prior art. Finally, Part IV of this Article provides suggestions as to litigation strategies and provides a framework for defendants to simultaneously advance both their enablement and obviousness arguments.
I. THE ENABLEMENT STANDARD IN LIGHT OF RECENT FEDERAL CIRCUIT OPINIONS
Patent law requires that the patent applicant disclose the invention to the public in exchange for the right to exclude others from practicing the invention. 6 This is known as the quid pro quo of the patent system, whereby an applicant discloses to the public his or her invention, while being granted a patent, which allows the inventor to exclude others from practicing the invention. 7 The right to exclude others and the boundaries of the exclusion are determined by the patent's claims.
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As part of the quid pro quo of the patent system, the enablement requirement helps to ensure that the boundaries of the exclusion are not improperly set or are broader than the disclosure provided to the public. 9 Enablement requires that that the claims (the subject matter that is excluded from the public) be enabled "throughout their full scope without requiring undue 'Y 37 (1991) . 13 The person having ordinary skill in the art is a hypothetical person who is presumed to have known the relevant art at the time of the invention. Factors that may be considered in determining the level of ordinary skill in the art may include: (A) "type of problems encountered in the art;" (B) "prior art solutions to those problems;" (C) "rapidity with which innovations are made;" (D) "sophistication of the technology; and" (E) "educational level of active workers in the field. In a given case, every factor may not be present, and one or more factors may predominate. following in order to determine the amount of experimentation needed in order to satisfy the enablement requirement: (1) the quantity of experimentation necessary, (2) the amount of direction or guidance presented, (3) the presence or absence of working examples, (4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the predictability or unpredictability of the art, and (8) Various court opinions have also weighed in on the types of experimentation that would amount to being "undue" 18 and would amount to a patent being invalid for lack of enablement. 19 As part of this analysis, Courts look at Wands factor (7), which requires an inquiry into whether a patent is geared towards the "predictable arts" or the "unpredictable arts." 20 The type of art to which a patent is directed is critical towards the analysis of the amount of experimentation required to practice the invention set forth in the patent. Thus, for a predictable art, Courts have held that even a large amount of experimentation would not require "undue experimentation" as the effects of the experimentation would be predictable. This is in direct contrast to the "unpredictable arts" where Courts have 22 The "predictability or lack thereof" in the art refers to the ability of one skilled in the art to extrapolate the disclosed or known results to the claimed invention. If one skilled in the art can readily anticipate the effect of a change within the subject matter to which the claimed invention pertains, then there is predictability in the art. On the other hand, if one skilled in the art cannot readily anticipate the effect of a change within the subject matter to which that claimed invention pertains, then there is lack of predictability in the art. Accordingly, what is known in the art provides evidence as to the question of predictability. 23 The more that is known in the prior art about the nature of the invention, how to make, and how to use the invention, and the more predictable the art is, the less information needs to be explicitly stated in the specification. In contrast, if little is known in the prior art about the nature of the invention and the art is unpredictable, the specification would need more detail as to how to make and use the invention in order to be enabling. the asserted patent involved claims directed to both a jacket and jacketless injector, while the specification only disclosed a jacket injector, but not a jacketless injector.
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The LibelFlarsheim Court found that while jacket injector systems were enabled, the non-jacketless systems were not enabled, and thus, the broad claims that covered both embodiments were invalid for lack of enablement. While such cases typically have been resolved due to a finding of lack of enablement, these cases do not provide any guidance to determine whether the claims are also simultaneously invalid as being obvious over the prior art. 40 This is because once a Court finds the claims to be invalid for lack of enablement, the Court ends its analysis and no further guidance or opinion is provided as to any obviousness inquiry. Thus, patent practitioners, or litigators studying prior cases, have very little, if not zero, guidance from court opinions that hold claims to be simultaneously invalid for lack of enablement and also to be obvious over the prior art.
This presents a problem for practitioners, including both patent prosecutors and litigators, because practitioners are not provided with any legal analysis as to how to advance both arguments that claims are invalid for lack of enablement and also that the claims are obvious over the prior art. This is the dilemma that is explored below, as often arguments made to promote one's assertion that claims are not enabled cut against arguments that the claims are also obvious over the prior art.
39 Par Pharms v. Roxane Labs., Inc., 253 Fed. App'x. 26, 2007 WL 3151692 (Fed. Cir. 2007 . 40 In many instances, claims are also invalid as being obvious. During case development and discovery, Plaintiffs and Defendants present all arguments. Typically, arguments are whittled down as parties file summary judgment briefs to dispose of "legal issues." Enablement is one such legal issue as compliance with the enablement requirement is an issue of law.
II. BRIEF OVERVIEW OF THE INHERENT PROBLEM BETWEEN ENABLEMENT & OBVIOUSNESS
As noted above, once a court reaches a determination that the claims are invalid for lack of enablement, courts typically end their analysis and do not address whether claims are also simultaneously invalid as being obvious over the prior art. 41 This is because once a court finds a single reason that a patent's claims are invalid, the court does not need to find another reason to invalidate the claims. 42 However, when litigants attempt to invalidate claims, problems often arise when trying to harmonize the doctrines of enablement and obviousness, as arguments that are made in support of one doctrine often undermine the other one. Plaintiff emphasizes the differences between atomoxetine and the prior art for the purposes of refuting Defendants' obviousness argument, while at the same time asserting that the prior art and atomoxetine are in some ways similar in order to demonstrate enablement/utility. Defendants argue, then, that the Court must find the patent invalid as either obvious or not enabled. For example, if the Court determines that a person of ordinary skill in the art would be able to infer utility based upon the patent's specification, Defendants' enablement argument might fail, but its obviousness argument would presumably be bolstered.
As the Eli Lilly court correctly recognized, there is a problem between advancing one's arguments that claims are invalid for lack of enablement, while simultaneously arguing that claims are obvious over the prior art. This is a significant concern for defendants in patent litigation, as arguments made by defendants early on during discovery or during pre-trial procedures may be held to be limiting later on during trial. 44 This problem is also significant in light of the type of art to which the patent relates, whether predictable or unpredictable, as it is often difficult to harmonize these arguments in both predictable and unpredictable arts.
a. INHERENT PROBLEM BETWEEN ENABLEMENT AND OBVIOUSNESS IN THE PREDICTABLE ARTS
In the domain of predictable arts, harmonizing the doctrines of enablement and obviousness is often problematic. For example, a patent may claim a type of sealing element to seal the air in an automotive brake so as to provide pressure to actuate a brake. The claim may be broad so as to cover all types of sealing elements, while the specification of the patent may only disclose a single embodiment, for example an O-ring, as an example of a sealing element.
In the predictable arts, Courts have held that the disclosure of a single embodiment can enable a broad claim. 45 However, in a patent litigation, a defendant may argue that this claim is not enabled because it would require undue experimentation for a phosita to substitute other known sealing elements, such as a dynamic or hydraulic seal, for the disclosed sealing element (i.e. O-rings) because it would be readily apparent that other known elements (i.e., dynamic or hydraulic seals) would not work to seal the chamber in an automotive brake. However, once an argument is made that undue experimentation is required to make this substitution, it will be difficult for a defendant to simultaneously argue that it would be obvious to apply references that teach the other known elements (i.e. dynamic or hydraulic seals) to render obvious the broad claims directed to a sealing element. This is because an argument made by the defendant that undue experimentation would be required to fully enable the scope of a claim for a sealing element cuts against the argument that it would involve routine experimentation and knowledge in lieu of prior art references to substitute other sealing elements for the disclosed sealing element, which is an argument the defendant would make when arguing that the claimed subject matter is obvious over the prior art.
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Take for example a claim, which is so broad that it covers embodiments A-Z. If the patent specification only discloses embodiments A, B and C, then a defendant may argue that the specification does not fully support all embodiments supported by the claims and that it would require undue experimentation for a phosita to fully enable the scope of embodiments D-Z, thus, rendering the claim not enabled. However, once the defendant makes this argument, it will be very difficult for the defendant to simultaneously argue that it would be obvious to combine references Q 1 and Q 2 in an obviousness rejection because the defendant already argued that such a combination would require undue experimentation and thus would not be an obvious one to make. the claims were disclosed by the specification and thus the claims were broader than the specification. 48 The defendant also argued that stable flocculated suspensions of megestrol acetate relate to an unpredictable art and that, in the field of unpredictable arts, a single embodiment typically does not reasonably enable the full scope of the claims. 49 However, similar to the predictable arts, once a defendant argues that it would require undue experimentation to enable the full scope of the claims, it is then difficult for the defendant to simultaneously argue that prior art references also render the claims obvious.
In the context of experts and pre-trial development, the inability to make both arguments simultaneously without having one argument cut against the other is problematic and may lead to an expert being required to take contrary positions, which may affect his or her credibility at Expert reports are typically drafted to encompass all arguments and are comprehensive roadmaps of the information that an expert will testify to at his or her deposition and at trial. 53 In fact, some jurisdictions require that experts be limited to discussion of only the topics and information listed in the expert report, unless rebuttal evidence is cited by an opposing expert.
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In the first round of expert reports, defendants typically provide affirmative expert reports that are focused upon the invalidity of the asserted patent(s). This may involve making arguments that patent claims are not enabled and also making arguments that patent claims are obvious over the prior art. 55 As discussed above, this may often be problematic as it is difficult to mesh these two contrary arguments.
Using the above example of a sealing element, when drafting an expert report, an expert may assert that a claim is not enabled because it is broader than the disclosure in the specification and that it would not be possible to substitute a valve for a sealing element because of the configuration of the brake, so that certain types of valves which are covered by the claims cannot be used.
In the same report, the expert may also argue that it would be obvious to substitute the same known prior art valves to make an argument that the claims are obvious over the same known prior art. The fact that the expert is taking two contrary positions will most likely discredit the expert and may end up damaging the expert's credibility. 53 The first key work product of the expert witness is typically the expert report. The Federal Rules of Civil Procedure (the Rules) mandate that all testifying experts submit written expert reports detailing opinions they will express at trial. 55 Arguments that a patent is not enabled and also obvious over the prior art are both invalidity arguments that are made in expert reports focused on invalidity.
order to box the expert into taking a certain position. However, this position may ultimately not be the same position the expert ends up taking at trial and ultimately, the arguments made by an expert during his or her expert report or deposition testimony may be disadvantageous to the defendant.
b. ARGUING THAT A PATENT IS BOTH INVALID AS NOT BEING ENABLED AND OBVIOUS DURING DEPOSITIONS AND TRIAL
During a deposition, an expert may testify that he or she believes that the claims are invalid for lack of enablement and may take a position that it would not be obvious to substitute a valve for a sealing element, as in the example described above.
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This may be problematic, as during expert discovery, or at a later point in the litigation, new facts may arise, such as a new prior art reference being found that provides a strong working example and a motivation to substitute the valve for a sealing element. Also, the expert may change his or her position in light of any new report or evidence provided.
Thus it is problematic for an expert to take contrary positions that a patent is both lacking enablement and also simultaneously being obvious. Taking both positions simultaneously may have the credibility of the expert compromised at trial.
IV. SUGGESTIONS
As a result, it is difficult for a single expert to advance both positions that (1) a patent is invalid for having its claims lack enablement, and (2) that claims are invalid for being obvious over the prior art. 56 See supra note 57.
In light of these difficulties, it is recommended that litigators continuously analyze their best arguments and carefully prepare experts when putting forth arguments that the claims lack enablement and are also obvious over the prior art. It is important for litigators to prepare experts and ensure that they are wary that when arguing that claims lack enablement, these arguments may cut against future arguments that the claims are obvious over the prior art.
It is also suggested that that parties retain multiple experts to solve this dilemma. One expert may put forward an argument that a patent is invalid for lack of enablement, while the other expert may argue that the patent is obvious. However, there are also drawbacks to having more than one expert. First, it is more expensive for a party to retain multiple experts. Second, having multiple experts that take conflicting positions for the same defendant may ruin the credibility of both of the defendant's experts.
It is thus recommended that prior to asserting both lack of enablement and obviousness arguments, defendants should carefully consider the strengths and weaknesses of each argument, in order to adequately prepare experts for trial.
